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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 09 
February 2009 has been entered. 

Claims 1 and 17-21 are pending. 

Claims 20-21 stand rejected as being drawn to the non-elected invention. 
Claims 1 and 17-19 are presented for examination on the merits. 

Withdrawn Rejections 

The previous rejection under 35 U.S.C. 102(b) or in the alternative under 35 
U.S.C. 103(a) has been withdrawn because claim 3 has been cancelled. 

The previous rejection under 35 U.S.C. 103(a) has been withdrawn in light of the 
amendment to the claims which recite 'due to the accumulation of eosinophiles' and 
upon further consideration. 
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New Rejections 
Claim Objections 

Claims 17 and 19 are objected to because of the following informalities: the 
claims recite 'Formula 1', but Formula 1 is not present in the claims. Although the 
structure of pelargonidin is well known, the claims recite a formula which is not present 
in the claims. It is suggested that the actual 'Formula V be either added to the claims or 
that the term 'Formula 1' be removed from the claims. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 17-19 are rejected under 35 U.S.C. 102(b) as anticipated by Nair et 
al. (WO 01/15553 A1) as evidenced by Kraneveld et al. (1997) and Creticos (2000). 

Nair et al. teach a method of treating an inflammatory response in an animal by 
administering to the animal a composition (fruit extract) which has anti-inflammatory 
activity (see e.g. claim 19). Nair et al. further teach that the inflammatory response may 
be asthma (i.e. bronchial asthma) (see e.g. claim 20). Nair et al. also teach that the 
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composition comprises pelargonidin (see e.g. claim 21). Please note that the term 'black 
rice extract' is broad enough to read on just one compound extracted from black rice, 
including as pelargonidin, as claimed. Because Nair et al. disclose that the anti- 
inflammatory activity of the extract is mediated by pelargonidin (see e.g. page 3, lines 1- 
14), the pelargonidin present in the extract composition (even if only a small amount), is 
present in an effective amount. Nair et al. do not explicitly teach asthma is due to the 
accumulation of eosinophiles, however, as evidenced by Kraneveld et al., the 
accumulation of esosinophilic leukocytes (eosinophiles) is a prominent feature of 
inflammatory reactions that occurs in allergic asthma (see e.g. abstract). Therefore, the 
accumulation of eosinophiles is something that occurs in asthma and treating asthma 
would be treating asthma involving the accumulation of eosinophiles. In addition, 
although Nair et al. do not explicitly teach the use of pelargonidin for treating symptoms 
of asthma, however, as evidenced by Creticos et al., that the key to successful 
management of the asthmatic disease process is not only to treat the acute 
symptomolgy of but more importantly to suppress the underlying inflammatory 
component, which results in a reduction of bronchial hyperresponsivness, attenuation of 
diurnal variability, with improvement in lung function, and a reduction in the chronic 
symptoms of asthma (see e.g. page S940). Therefore, treating asthma, specifically with 
an anti-inflammatory agent as taught by Nair et al., results in a reduction in asthma 
symptoms and is therefore treating symptoms of asthma. 
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Response to Arguments 

Although the previous rejections have been withdrawn, the arguments pertinent 
to the new rejections are discussed below. 

Applicants argue that references fail to teach or suggest the claimed invention 
that is directed to a method for treating bronchial asthma and symptoms of bronchial 
asthma 'due to the accumulation of eosinophiles in cells, tissues or a body', comprising 
administering an effective amount of black rice extract to an individual in need thereof. 
Applicants further argue that bronchial asthma due to the accumulation of eosinophiles 
is a different process belonging to late phase reaction (LPR) than bronchial asthma due 
to an immediate-type allergy to various allergens belonging to early phase reactions 
(EPR) and that the references teach bronchial asthma due to an immediate-type allergy 
to various allergens. This is not found persuasive. As previously stated, Kraneveld et al. 
teach that the accumulation of esosinophilic leukocytes (eosinophiles) is a prominent 
feature of inflammatory reactions that occurs in allergic asthma (see e.g. abstract). 
Therefore, the accumulation of eosinophiles is something that occurs in allergic asthma 
and treating allergic asthma would be treating asthma involving the accumulation of 
eosinophiles. While eosinophiles may accumulate later in an asthmatic attack (i.e. not 
immediately), Applicants have not provided evidence that an allergic asthmatic reaction 
does not involve eosinophiles or that there is a different kind of asthma that does not 
involve the accumulation of eosinophiles. Therefore, in the absence of evidence to the 
contrary and in light of Kraneveld et al., the treatment of asthma using an antihistamine 
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rendered obvious by the instantly cited reference is a treatment for asthma caused by 
an accumulation of eosinophiles. 

The rejection is therefore deemed proper and is maintained. 

Conclusion 

No claim is allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELENIE MCCORMICK whose telephone number is 
(571)272-8037. The examiner can normally be reached on M-F 7:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Patricia Leith/ 

Primary Examiner, Art Unit 1655 



